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§405.2113

(g) Evaluating and resolving patient
grievances.

(h) Appointing a network council and
a medical review board (each including
at least one patient representative) and
supporting and coordinating the activi-
ties of each.

(i) Conducting on-site reviews of fa-
cilities and providers as necessary, as
determined by the medical review
board or CMS, using standards of care
as specified under paragraph (c) of this
section.

(j) Collecting, validating, and ana-
lyzing such data as necessary to pre-
pare the reports required under para-
graph (f) of this section and the Sec-
retary’s report to Congress on the
ESRD program and to assure the main-
tenance of the registry established
under section 1881(c)(7) of the Act.

[63 FR 1620, Jan. 21, 1988]

§405.2113 Medical review board.

(a) General. The medical review board
must be composed of physicians,
nurses, and social workers engaged in
treatment relating to ESRD and quali-
fied to evaluate the quality and appro-
priateness of care delivered to ESRD
patients, and at least one patient rep-
resentative.

(b) Restrictions on medical review board
members. (1) A medical review board
member must not review or provide ad-
vice with respect to any case in which
he or she has, or had, any professional
involvement, received reimbursement
or supplied goods.

(2) A medical review board member
must not review the ESRD services of
a facility in which he or she has a di-
rect or indirect financial interest (as
described in section 1126(a)(1) of the
Act).

[61 FR 30361, Aug. 26, 1986, as amended at 53
FR 1620, Jan. 21, 1988]

§405.2114 [Reserved]
§§405.2131—405.2184 [Reserved]

Subparts V-W [Reserved]

42 CFR Ch. IV (10-1-10 Edition)

Subpart X—Rural Health Clinic
and Federally Quallified
Health Center Services

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh).

SOURCE: 43 FR 8261, Mar. 1, 1978, unless oth-
erwise noted.

§405.2400 Basis.

Subpart X is based on the provisions
of the following sections of the Act:
Section 1833 sets forth the amounts of
payment for supplementary medical in-
surance services. Section 1861(aa) sets
forth the rural health clinic services
and Federally qualified health center
services covered by the Medicare pro-
gram.

[60 FR 63176, Dec. 8, 1995]

§405.2401 Scope and definitions.

(a) Scope. This subpart establishes
the requirements for coverage and re-
imbursement of rural health clinic and
Federally qualified health center serv-
ices under Medicare.

(b) Definitions. As used in this sub-
part, unless the context indicates oth-
erwise:

Act means the Social Security Act.

Allowable costs means costs that are
incurred by a clinic or center and are
reasonable in amount and proper and
necessary for the efficient delivery of
rural health clinic and Federally quali-
fied health center services.

Beneficiary means an individual en-
rolled in the Supplementary Medical
Insurance program for the Aged and
Disabled (part of title XVIII of the
Act).

Coinsurance means that portion of
the clinic’s charge for covered services
for which the beneficiary is liable in
addition to the deductible.

Carrier means an organization that
has a contract with the Secretary to
administer the benefits covered by this
subpart.

Covered services means items or serv-
ices for which the beneficiary is enti-
tled to have payment made on his or
her behalf under this subpart.

Deductible means:

(1) The first $100 of expenses incurred
by the beneficiary during any calendar
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year for items and services covered
under Part B of title XVIII; and

(2) The expenses incurred for the first
3 pints of blood or 3 units of packed red
blood cells furnished to a beneficiary
during any calendar year. (See §§410.160
and 410.161 of this chapter for greater
detail.)

Federally qualified  health  center
(FQHC) means an entity that has en-
tered into an agreement with CMS to
meet Medicare program requirements
under §§405.2434 and—

(1) Is receiving a grant under section
329, 330, or 340 of the Public Health
Service Act, or is receiving funding
from such a grant under a contract
with the recipient of such a grant and
meets the requirements to receive a
grant under section 329, 330 or 340 of
the Public Health Service Act;

(2) Based on the recommendation of
the PHS, is determined by CMS to
meet the requirements for receiving
such a grant;

(3) Was treated by CMS, for purposes
of part B, as a comprehensive federally
funded health center (FFHC) as of Jan-
uary 1, 1990; or

(4) Is an outpatient health program
or facility operated by a tribe or tribal
organizations under the Indian Self-De-
termination Act or by an Urban Indian
organization receiving funds under
title V of the Indian Health Care Im-
provement Act.

CMS stands for Centers for Medicare
& Medicaid Services.

Intermittent nursing care means a
medically predictable need for nursing
care from time to time, but usually not
less frequently than once every 60 days.

Nurse-midwife means a registered pro-
fessional nurse who meets the fol-
lowing requirements:

(1) Is currently licensed to practice in
the State as a registered professional
nurse.

(2) Is legally authorized under State
law or regulations to practice as a
nurse-midwife.

(3) Except as provided in paragraph
(b)(10)(iv) of this section, has com-
pleted a program of study and clinical
experience for nurse-midwives, as spec-
ified by the State.

(4) If the State does not specify a pro-
gram of study and clinical experience
that nurse-midwives must complete to

§405.2401

practice in that State, meets one of the
following conditions:

(i) Is currently certified as a nurse-
midwife by the American College of
Nurse-Midwives.

(ii) Has satisfactorily completed a
formal education program (of at least
one academic year) that, upon comple-
tion, qualifies the nurse to take the
certification examination offered by
the American College of Nurse-Mid-
wives.

(iii) Has successfully completed a for-
mal educational program for preparing
registered nurses to furnish gyneco-
logical and obstetrical care to women
during pregnancy, delivery, and the
postpartum period, and care to normal
newborns, and was practicing as a
nurse-midwife for a total of 12 months
during any 18-month period from Au-
gust 8, 1976 to July 16, 1982.

Nurse practitioner and physician assist-
ant means individuals who meet the ap-
plicable education, training experience
and other requirements of §491.2 of this
chapter.

Part-time nursing care means nursing
care that is required on less than a
full-time basis, that is, less than 8
hours a day or 40 hours a week.

Physician means the following:

(1) A doctor of medicine or osteop-
athy legally authorized to practice
medicine and surgery by the State in
which the function is performed.

(2) Within limitations as to the spe-
cific services furnished, a doctor of
dentistry or dental or oral surgery, a
doctor of optometry, a doctor of podia-
try or surgical chiropody or a chiro-
practor. (See section 1861(r) of the Act
for specific limitations.)

(3) A resident (including residents as
defined in §415.152 of this chapter who
meet the requirements in §415.206(b) of
this chapter for payment under the
physician fee schedule).

Reporting period means a period of 12
consecutive months specified by the
intermediary as the period for which a
clinic or center must report its costs
and utilization. The first and last re-
porting periods may be less than 12
months.

Rural health clinic means a facility
that:
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(1) Has been determined by the Sec-
retary to meet the requirements of sec-
tion 1861(aa)(2) of the Act and part 491
of this chapter; and

(2) Has filed an agreement with the
Secretary in order to provide rural
health clinic services under Medicare.
(See §405.2402.)

Secretary means the Secretary of
Health and Human Services or his dele-
gate.

Visiting nurse Sservices means part-
time or intermittent nursing care and
related medical supplies (other than
drugs or biologicals) furnished by a
registered nurse or licensed practical
nurse to a homebound patient.

(Secs. 1102, 1833, 1861(aa), 1871, 1902(a)(13), So-
cial Security Act; 49 Stat. 647, 79 Stat. 302,
322, and 331, 91 Stat. 1485 (42 U.S.C. 1302, 1395,
1395hh, 1395x(aa), and 1396(a)(13))

[43 FR 8261, Mar. 1, 1978, as amended at 43 FR
30526, July 14, 1978; 47 FR 21049, May 17, 1982;
47 FR 23448, May 28, 1982; 51 FR 41351, Nov. 14,
1986; 57 FR 24975, June 12, 1992; 59 FR 26958,
May 25, 1994; 60 FR 63176, Dec. 8, 1995; 61 FR
14657, Apr. 3, 1996; 69 FR 74815, Dec. 24, 2003;
71 FR 55345, Sept. 22, 2006]

§405.2402

(a) Certification by the State survey
agency. The rural health clinic must be
certified in accordance with part 491 of
this chapter.

(b) Acceptance of the clinic as qualified
to furnish rural health clinic services. If
the Secretary, after reviewing the sur-
vey agency recommendation and other
evidence relating to the qualifications
of the rural health clinic, determines
that it meets the requirements of this
subpart and of part 491 of this chapter,
he will send the clinic:

(1) Written notice of the determina-
tion; and

(2) Two copies of the agreement to be
filed as required by section 1861(aa)(1)
of the Act.

(c) Filing of agreement by the rural
health clinic. If the rural health clinic
wishes to participate in the program, it
must:

(1) Have both copies of the agreement
signed by an authorized representative;
and

(2) File them with the Secretary.

(d) Acceptance by the Secretary. If the
Secretary accepts the agreement filed
by the rural health clinic, he will re-

Basic requirements.

42 CFR Ch. IV (10-1-10 Edition)

turn to the clinic one copy of the
agreement, with a notice of acceptance
specifying the effective date.

(e) Duration of agreement. The agree-
ment shall be for a term of one year
and may be renewed annually by mu-
tual consent of the Secretary and the
rural health clinic.

(f) Appeal rights. If the Secretary does
not certify a rural health clinic, or re-
fuses to enter into or renew an agree-
ment, the facility is entitled to a hear-
ing in accordance with part 498 of this
chapter.

[43 FR 8261, Mar. 1, 1978, as amended at 52 FR
22454, June 12, 1987]

§405.2403 Content and terms of the
agreement with the Secretary.

(a) Under the agreement, the rural
health clinic agrees to the following:

(1) Maintaining compliance with condi-
tions. The clinic agrees to maintain
compliance with the conditions set
forth in part 491 of this chapter and to
report promptly to CMS any failure to
do so.

(2) Charges to beneficiaries. The clinic
agrees not to charge the beneficiary or
any other person for items and services
for which the beneficiary is entitled to
have payment made under the provi-
sions of this part (or for which the ben-
eficiary would have been entitled if the
rural health clinic had filed a request
for payment in accordance with
§410.165 of this chapter), except for any
deductible or coinsurance amounts for
which the beneficiary is liable under
§405.2410.

(3) Refunds to beneficiaries. (i) The
clinic agrees to refund as promptly as
possible any money incorrectly col-
lected from beneficiaries or from some-
one on their behalf.

(ii) As used in this section, money in-
correctly collected means sums collected
in excess of the amount for which the
beneficiary was liable under §405.2410.
It includes amounts collected at a time
when the beneficiary was believed not
to be entitled to Medicare benefits but:

(A) The beneficiary is later deter-
mined to have been entitled to Medi-
care benefits; and

(B) The beneficiary’s entitlement pe-
riod falls within the time the rural
health clinic’s agreement with the Sec-
retary is in effect.
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